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TSCA §B(e) Substantial Risk Information. 
General Awareness & Procedure for Internal Review 

--Introduction: -This -TSCA- §8(e) Trainfng wHI-provfde 
1. an overview of TSCA §8( e) and 
2. an overview of the process to be followed within DuPont 

for submitti-ng potential TSCA §8( e) information for 
review. 

Frequency: Upon initial employment~ with annual reminder 
thereafter. 

Regulatory Reference: 15 USC §2607, TSCA §8(e); 68 FR 
33129 (June 3, 2003) 

Company Sta-ndard: S4V = Notification _of Substantial Risk 
under §B(e) the U.S. Toxic Substances Control Act 

Who Must Be Trained: All employees. 

.1~M..r!§~&19de #:STM.SHE.00020.01 Created: AM= 2./09 last Review: Mar 2009 ~ 



Learning Objectives 

Upon completion of this course, each employee should: 
- - - - - -· - - - - - - . - - - - .. - -- . - - - . - - - - - - - - - - - - - . 

(!) Have a general understanding of the TSCA §8(e) Substantial 
Risk Information statute. 

® Recognize the types of information that might be reportablea 
Note: This course is not designed to make you expert on 
what information is ~ctua/ly reportable under TSCA 
§B(e). 

·® Understand how and where to submit potential substantial 
risk information for internal DuPont review. 

® Understand the penalties for failure to comply with TSCA 
§B(e). 

® Understand your rights with respect to TSCA §8(e). 
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Course Outline (Key Topics) 

-1 a Overview- of TSCA §8( e) · 

2s What is NOT Substantial Risk Information under-TSCA 
. §8(e)? 

3D What might be Substantial Risk Information under TSCA 
§B(e) and should be submitted for internal DuPont 
review? 

4 .. How to Report Internally and to Whom 

5a Penalties for Failure to Comply 

6 .. Notifying the Submitter of the Reporting Decision and 
Rights under TSCA §8(e) 
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E. - ". --~-
TSCA Section B(e)- General Awareness 
Purpose of this Training 

- - - - . . . -- - - -- -

• §B(e) of the Toxic Substances Control Act (TSCA) requires reporting to 
the ~S Environ~ental Prot~ction Agency (EPA) of what is referred to as 
"substantial risk information" 

• Individual employees and officers have an obligation to report such 
information directly to EPA and can be held .personally liable for failure to 
report EXCEPT where a Company has established, internally publicized, 
and implemented procedures for employee submission and processing 
of such information AND the employee submits the information through 
that process. 

@ This Training provides 

1 a an overview of TSCA §8(e) and 

2m a description of the procedure that has been established for 
employees to submit potential TSCA §B(e) information for review 
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1D Overview of TSCA §B(e) statute 

TS-CA-§8(e) requires that--- -

~ any person who manufactures (includes imports), 
processes? or distributes in commerce a chemical 
substance or mixture and 

11 who obtains information which reasonably supports the 
conclusion that the substance or mixture presents a 
substantial risk of injury to health or the environment shall 

~ immediately inform the EPA of such information, unless the 
person has actual knowledge that EPA has been 
adequately informed. 

"Person" includes th~ Company and employees of the 
Company· 
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1B Overview of TSCA §B(e) statute (cant) 

-- - tiP- -I-mpuritie-s; by ... products; R&D substance-s are- NOT - -· 
excluded 

~ TSCA broadly defines chemical substances and 
mixtures 

~ TSCA does not include substances with uses regulated 
only under the Federal Fungicide Insecticide 
Rodenticide Act (FIFRA) and/or the Federal Food Drug 
& Cosmetic Act (FFDCA) 

TSCA §8(e) is a US law = BUT ~nformation available outside 
the US may be reportable if it becomes known by a US 
employee and if it pertains to a chemical substance or mixture 
that DuPont manufactures? imports, processes? or distributes in 
commerce in the US. 
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2. What is NOT Substantial Risk Information? 

. . - - - - - - . - - . -

@ Information is NOT reportable under TSCA §8(e) if it is 
already known to EPA. 

@ Information is considered known to EPA and NOT 
reportable· if it is obtained in its entirety from one of the 
following sources: 

Y' An EPA study or report 
Y' Scientific publications, including bibliographic databases, available 

electronically or in hard copy 
Y' Scientific databas~s (e.g., Chemical Abstra~ts, Agricola, Index 

Medicus, Dissertation Abstracts, Biological Abstracts, etc.) 
/ A news publication with circulation in the US 
/A radio or television news report broadcast in the US 
../A public scientific conference sponsored or co-sponsored by EPA 
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3s What might be Substantial Risk Information? 
@ The information need not be conclusive of substantial risk 

----··- -·- - -·- --- ----- - . ------ -

@ "Substant~al risk" information falls into 3 categories: 

~ Human health effects 

v' Environmental contamination = emergency situations 

.,/ Environmental contamination ~ non-emergency . 
situations 

@ Each category is broadly covered in the charts that follow. 
For ad.ditional detail, consult· the SHE manager or TSCA 
Coordinator for your business or function. 

@ Information that might be Substantial Risk Information 
should be submitted for internal DuPont review 
(covered in later charts). 
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3. What tniflht be ~'substantial risk'!/ information? (cant) 

_ ~ Human Health_ Effects ___ _ 

~ Any instance (including a single instance) of cancer, birth defects, 
mutagenicity, death, or serious or prolonged incapacitation, 
including the loss of or inability to use a normal bodily function with 
a consequent relatively serious impairment of normal activities, if 
one or a few chemicals appears to be strongly implicated 

e Any pattern of effects or evidence potentially showing that the 
chemical su_bstance or mixture can produce cancer, mutation, birth 
defects or toxic effects resulting in death, or serious or prolonged 
incapacitation. 

_INTERNAL USE ONLY 

~Note: Biomonitoring data (e.g., blood serum data) should be 
recognized as needing review, even if there is no adverse effect. 
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3a What miftht be 11SUbstantial risk'' infortnation? (cont) 

~ Environmental Contamination- ra emergency-situations-·- · 

Any environ menta~ contamination by a chemica! substance 
or mixtute to which an adverse effects (in animals or 
humans) has been ascribed and which 

1. seriously threatens humans with cancer, birth defects, 
mutation, death or serious or prolonged incapacitation, or 

2., seriously threatens non-human organisms with large-scale or 
ecologically significant population destruction, 

should be reviewed. 

Note: Emergency incidents of environmental contamination reported to 
the National Response Center are considered known to EPA and need 
not also be reported under TSCA §B(e). 
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3. What miflht be ''substantial risk'!l infor~ation? (cant) 

.,/ En_vironmental Cont~mlnation 88 n_Qn-emergf)ncy sit11ations 

The following are the 5 categories of non-emergency 
situations involving environmental contamination: 
A. Non-emergency situations of chemical contamination 

involving humans and/or the environment 
B. Pronounced bioaccumulation 
C. Non-tr~viaf adverse effects 
D. Ecologically significant changes in species' interrelationships 
E. Transformation or degradation to certain type of chemical 

Each of these situations is covered in more detail on slides that follow. 
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3. What tniflht be ''substantial risk'' information? (cont) 

~ Environmf)n_tal CpntaminCJtion a _nqn-emergency si(uafions ____ _ 

A.. Non-emergency situations of chemical contamination 
involving humans and/or the environment 

Information that pertains to widespread and previously unsuspected distribution 
in environmental media of a chemical or substance known to cause serious 
adverse effects, when coupled with information that widespread or significant 
exposure to humans or non human organisms has occurred or is likely to occur 
should be-reviewed. 

" Example: Chem'ical A is a known animal carcinogen. Chemical A is discharged from Company X's outfall to a drinking water source. Humans are likely exposed to Chemical A via the drinking water. Regulatory agencies_ are not aware of the discharge. This type of information should be submitted for internal review. 

" Note: information about contamination found at or below EPA established benchmark levels is not reportable; examples of such benchmarks are Maximum Contaminant Levels (MCLs) in drinking water, Ambient Water Quality Criteria for receiving bodies of water, Reference Doses (RfDs) or Concentrations (RfCs) 

" Note: there are other exemptions to the reporting requirements for this type of information. Consult the SHE manager or TSCA Coordinator for your business or function for further details. 
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311 What miflht be ''substantial risk'!! information? (cant) 

-( Envir_qnmental Con_tamina_tion ss _fJ9n-~m~rgency _ 
situations 

Bs Pronounced Bioaccumulation 

Measurements and indicators of pron.ounced bioaccumulation 
previously unknown to EPA 

(including bioaccumulation in fish beyond 5,000 times_ 
water concentrations in a JQ ... day exposure or having an n­
octanol water partition coefficient greater than 25,000) 

when coupled with potential for widespread exposure and any 
non=trivial ·adverse effect should be reviewed. 
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3. What might be 1'Substantial risk'' information? (cant) 

~ Environmental Contamination - non-emergency situa.tions 

Ca Non-trivial adverse effects 

Any non-trivial adverse effect, previously unknown to EPA, 
. . 

associated with a chemical known to have bioaccumulated 
to a pronounced degree or to be widespread in 
environmental media, 

should be revieweda 
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3FJ What might be ''substantial risk'' information? (cont) 
-/ Environmental Contamination aa nonaemergency situations - ·- - - .. . . - - - - - . . -- - - - -· - - - - - . - - - - - - - - -- - . ··- - - -

D" Ecologically significant changes in species' 
interrelationships 

Ecologically significant changes in species' interrelationships; 
that is, changes in population behavior, growth, survival, etca 
that in turn affect other species' behavior, growth, or survival, 
should be reviewed. 

Examples include 
@ eJ(Cessive stimulation of primary producers (algae, macrophytes) in aquatic 

ecosystems, e.g., resulting in nutrient enrichment, or eutrophication, of aquatic ecosystems · 
8 interference with critical biogeochemical cycles, such as the nitrogen cycle 
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3. What 11Jight be ~~substantial risk'' information? (cant) 

<t/ Environmental Containiliation - non-emergency situations 

Es Transformation or degradation to certain type of chemical 

Transformation or degradation to a chemical having an 
unacceptable risk that occurs easily should be reviewed~ 
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3a What miflht be 11SUbstantial risk'' information? (cant) 

_Wh_at are __ Sources of p_otenttally reportable 
substantial risk information? 

~ Designed studies or undes_igned, uncontrolled circumstances. 
(There is no requirement that the information arise from a 
designed study") 

~ Reports, BUT H. i-nformation need not be in the form of a report. 
~ Results, BUT ... results need not be finaL Preliminary results 

may be reportable. 

® Information need not be generated by. DuPont Potentially 
reportable information could originate from 3rd parties (e.g., 
opposing counsel in litigation, trade associations, joint 
development partners, customers, etc.). 

·_ " Information need _not be generated in the US. 
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3. What miftht be 1'substantia/ risk'' information? (cant) 

Exa-mples- of s-ources of -poten-tially ·reportab-le ·rsCA §8(e) 
information: 

• Designed controlled studies, including 
¥"'toxicology studies 
..!'epidemiological studies 
-if environmental monitoring studies 

Cj Undesigned, uncontrolled circumstances, including 
if medical and health surveys, 
if clinical studies, 
../ reports concerning and evidence of effects in consumers or workers, 
../ medical hotline calfs, 
/ medical records, 
../ TSCA §8( c) allegations 
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3m What 111iflht be ''substantial risk'' information? (cont) 

ArJc;lit_i9nal exayt~ple~ of sources of po~en~i~l_l_y r~p~r~able . 
TSCA §8{e) information are as follows: 

@ Employee, neighbor,· or customer concerns 
• Hu·man biological sample results, including worker and 

community member sample results and sample results 
received from litigation . 

• Previously unknown contamination information on products 
• Product characterization studies (including degradation, 

decomposition, and pyrolysis studies) 
• Environmental remediation activities 
@ Environmental incidents and emergencies 
@ Off=site environmental sampling results, including drinking 

water contamination and including sampling results 
received via litigation. 
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3. What might be 1'substantial risk'' information·? (cont) 

Type· of ·information· that must be ·reviewed 

@ If in doubt about whether or not the information should be 
-submitted for internal review by the Corporate TSCA §8( e) 
Review Team, then submit the information as instructed 
on the charts that follow. It is better to over-report than to 
not report. 

@ Additional guidance/discussion on what type of information 
is potentially reportable can be obtained from any TSCA 
§B(e) Review Team member (see next chart) or from any 
TSCA SBU Coordinator. 

e The TSCA SBU Coordinators are listed on the DuPont 
intranet under SHE, then click Regulatory, then click 
TSCA, then click TSCA Coordinators Network 
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4. How to Report Internally and to Whom? 

. -. - - - - -- -- - - - - - - - . - - - - - . 

• Complete page 1 of the TSCA §8(e) Potential Reportable 
form and submit, preferably electronically, as directed on 
the form. 

• The most current form can be found on the DuPont Intranet 
site: click on SHE, then on Regulatory, then on TSCA, 
then on TSCA B(e) non-Haskell Potential Reportable 
Notification form 

(see screen shots that follow) 
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4. How to Report Internally and to Whom? 
The most current form can be found on the DuPont Intranet site: 
clickon·t)-SHE, then on 2) RegulatorJ0 then_on-3) TSCA, then on 
4) TSCA B(e) non=Haske/1 Potential Reportable Notification form 

:o1nmon Links 
By Business Units 
ligriculture & Nutrition 
Pioneer 
Crop Protection 
Qua IIcon 
Bolae 

C:\H:"rtings & Col-or Technologies 
Performance Coatings 
Titanium Technologies 

Eloe.ctnmic & COiillntllli•Cffiio-n T>&CIIIWIO:Uio&$ 
Displav Technologies 
Fluoroproducts 
~lectronlc Technologies 
·maglng Technologies 

Joerfonnan-ce Materials 
::nqineerlnq Polvmers 
:Jackaqlnq & Industrial Polvrners 

~ilfety & Protedi<~n 
!l.dvanced Fibers Systern 
"'t....-L.......,I"',...J f"'\' .... t •• a.l.,...a.-...-.. r~.c. ........ -~ ... a.-; ......... 
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0 sust.a:in~b 
. -··· -- .. ... . .. -- .. ~\l- c~· .-.... ,. -1~ 
ByFuncti>Gn ~~ • ~<:U~~ ¢;.. 
Comorate Securitv ,q,. ·t;.·--~~-lltd.L\ ·O_ 
Economl~t's Office !f ..., .. .,.. ~~ _ \. 
Enqlneenng Iii ... ~ tl!;., , " . o;r 

- Engineering standards 
Ethics & Compliance Cet 

- Hotline: 1-300-476-3016 
- Nbre Info ... 

Finance 
Government AfFairs 
Du~~nt_ ~o~pltalltv 

Information Technology 
Legal 
Operations 8ecuritv 
Public Affairs 
Science & Technoloqy 
SHE 
sourcing & Logistics 

By Region 
Asia-Pacific 

Hl~konN~· to the Globa-l S.r:tfety, H~m~th ;;Jfld 
Envitt:J<11ttN!.:n·t Hl~b Sit.r:. 

Daily Safety and Health f.1essage 

SHE Bulletin 

Quarterly Virtual Safetv Meetings 

Global SHE Perfonnance 

Wlwt's New? 

Health Guidance Du 

SHE Guidance for Unu:sua 
Manufacturing Situations ( 
Mothballing or .Abandonm 
Place! 

SHE Policies standards,: 

Guidelines 

SHE Management System 

SHE A!?proval and Aoquis 
SHE Integration 

other Regional Site Gov' 

SHE Links 

Operational Discipline 

Regulatory 

SHE Auditing 

SHFTr~ 



4. How to Report Internally and to Whom? 
The most current form can be found on the DuPont Intranet site: click on 1) SH_E, then on-2) Regulator~ then on 3) ·TSCA, then on 4) TSCA B(e) non=Haske/1 Potential Reportable Notification form ®.U PUffQ. Glohal SHE ,-·,--c-~~"-"--~--=~"~~~-c--• 

o EPA- Guidance Materials for PMN Submitters 

'Jontent Owner: Julie Dixon 

)uPont Environrnental Regulatory Communications 

)istribution Regulatory Guidance 

::.roduct Stewardship Regulatory Issues 

~azard Communication -® 
rscA __. 

E:xt.ermll R.egulat>Oay Links 

e Federal Register 
o Code of Federal Regulations 
e Environmental Protection Agency 
• Depatiment ofTranspottation 
o Occupational Safety & Health Administration 
e OSHA Field Inspection Reference Manual 
·• OSHA Technical Manual 
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o TSCA Forms for Registration of New Chemicals 
e Editable Notice of Commencement Form 
e EPA Chemical Categories Document (2002) 

TSCA Section S{a} -Inventory Update Rule 

o 2006 TSCA Inventory Update Reporting Instructions 

TSCA Section B{c) -Allegations of Significant Adverse Effects 

>:~> DuPont TSCA Section S(c) Allegation Form 
~ EPA's Guidance on Alleqations of Significant Adverse Reactions 
o TSCA Section S(c) Presentation on Allegations of Effects Linked to Products 
>~Jo TSCA S(c) Refresher 
eo EPA's Question and Answers Concerning the TSCA Section 8(c) Rule 

,, TSCA Section 8{e} • Substanth1f Ri:sk Notific<lti>On 

4l< TSCA Section S(e) Corporate Process Ovetview 
0 TSCA Section 8(e) Haskell Potential Reportable Information Notification Form 
o TSCA Section 8(e) Non-Haskell Potential Reportable Information Notification Form 
e TSCA Section S(e) Presentation on Substantial Risk Reporting- Biomonitoring and Be Aile 
e TSCA Section S(e) Presentation on Substantial Risk Reporting - Commercial/Litigation Fo• 
• TSCA Section B(e) Presentation on Substantial Risk Repotting- Environmental Focus 
• TSCA Section S(e) Presentation on Substantial Risk Reporting- Product Stewardship Foe 

TSC.A Section 12{b} - EXfJoOrt Nc-tificati{lflS 



4. How to Report Internally and to Whom? 
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·The form looks like this, and includes instructions for submitting. 

'K'5lCA §${i?.) lF®lh~,;aibi~~JP(!lll'll:aM~ N®·t!:!OO,r:ffilii®li~ Page ll ®ll1 & Rei[l'®1l'lillJ~ Dedlsfun!]lil (i!<lo51ii11-H@§'k<l~l F@ii'!li~ M.JJJ!.(}JP 'i'fiJ'>'iEA2&1} 

<DlCP·o RJ) 

1±1 

TSCA Set1iou ISS( e)- Potential Re})oi·tahle No 

li.witmlf!~io;wr: tC'4P?.~p&'<iiU&! t!i!.l& ru~e~ ~·~(IJ>~ifil#tm (i)ii3 ]lP@g&! il11w ti!:I!!J B.!i:te;y-<f fr;e<!l>W'!\1 .;w ~~l.l',r,Q.iJ,l@. l~'/J'if?<v.m.'ii[}JTA i;'jjil!l/ -/$ <1\lt"ri 
.iffilotNll'Z'il or is ~aoi C!JPJ!M·uillf!e aJJz.v'G!ltl lM! ~"<ell'ili<tJ@tcri! @!!J tmi!J'ft. i;r>~ ~ill& if!llJJJW•ti'pnt!lte ltox. Do Z'ii!(J<ill<%W~1 fll~2j:J lM;.;~eJJ 
Ua'jlk . 

• ~mi~ 'fl:>tP: .~i!.bMit @dl!;;.i~w J.[j11i:Wl (W1~11~J JJ~f!d 1 of;.(]J"~JP~&!~&il) fj~l']j(J~<J·w.i~N!l'!~v w f~lfjl CO~om~& T.§'Cfll. §:1{£) &~i~·w T@&! ... "\'1 .mt 
tl'Nl Jol!.rP't~l•i~;;g iJ..,.Y,\I.rfJIU lfl!rik!l8'es&: mailto:TSC'A82@1wnotus1.email.dupont.com. :nu~ jmm filllfi!J' l!l~ &J,,g 
GM"$1'<Rl¥ei!f. t,fjl •llitJ2@Jl' ]!'@fl30'52t~&Pl ~M£da @.% j~N! ~;tl'loillf'.!'r£?1 filii@ iiti2ili1JMgil!liiill!lllll~, if~tJ :lS•Cf~ §fEll C'tft•~iotzrfl!iw&;. t!Pr 
!:'.ill!£! 1~'C1 §~(12) Pr®.c&:s C41JJil.Y.i&.rfJJ~mr} tW nilio'hlN.:it&rri'IS.Jl .m I[PI'l!mcS'ilkiiiJ' b~li<ftJS-s. C@mit&d i<ifl{;~~~aJ<flM~j>tPr 1tlilr2 
:l.lViC:<l! §!J(rB) P~t:P•tJ(l.,_® c;,,<t?~ldili!llr!'!li(l{;;;;;, i!ll!'f?~j<IJlJ? ~.fl:e :rsc.g. Sliil1 Ct;9.t;l!~i;;~ll'!t.a,S'oY1 i!JJ pJ?m•illr&i!ll rE~ 
http:lilill1!61t1.hls.dupont_com!SH£Jet111stewttsc8/pdfsltsco coordirmtms milv01kpdf 

1
---------------------- ·------------------------------·-------------- ,._ 

r
D~~-----------------·---_[ ___________ , _________ ---------------·------------------- -~_-_· ubmitter contact information I Name: , ' 

; Business: ~· I . 

~e!~ical subct~ce(sfot !nb:ttire(s) - l Phone_~umb_:~-------------·------- -- --------- ~-· 
o:tnposit.ioil(s) where possible], ot ( !· ,, oce.ss(f!) 1 . . _ ! 

~ 



4a How to Report Internally and to Whom? 

- . - - - - - . - . - - - - - -

® Submitting the form as instructed on the 1st page of the 
form ensures the information is received by the TSCA 
§8(e) Review Team and is entered into the Corporate 
TSCA §8( e) Review Process. 

~ The TSCA §8(e) Review Team members are listed on the 
2nd page of the form. The Team is comprised of at least 
one representative from Haskell Laboratory, from the 
Corporate Safety, Health, and Environment and 
Sustainable Growth Center, and from Legal.. 

@ The completed form should be promptly submitted to the 
TSCA §S(e) Review Team as the time period for reporting 
to EPA is generally 3.0 days. 
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5. Penalties for Failure to Report · 

. -- -- - -- .. - - . -. . - . - - -. - - - . - - -Civil and/or criminal penalties may be assessed for failure 
to comply with TSCA §8{e) reporting requirements .. 

• The civil penalty can be the maximum allowable under 
TSCA, currentfy.set at $37,500 per day that the information 
is not reported. 

• The criminal penalty is a fine of not more than $37,500 per 
day and/or imprisonment for not more than one year. 

® Remember= an employee who.timely reports potential 
substantial risk information through the Corporate TSCA 
§8( e) Review Process is relieved of personal liability for 
failure to report that information to EPA (assuming it.is 
required to be reported under TSCA §8(e)). 
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6a Notifying the Submitter of the Reporting Decision 
and Rights under TSCA §B(e) 

e The TSCA §8(e) Review Team reviews the submitted Potential Reportable 
form within thirty (30) days of receipt of the completed form.. A reporting 
decision is made within that thirty (30) day time period, provided all 
information needed to make the decision is available. 

e The TSCA §8(e) Review Team documents the final reporting decision on 
page 2 of the Potential Reportable form. If reportable, the form indicates 
the date by which the information must be submitted to EPA. 

e A copy of the completed form is provided electronically to the submitter of 
the form. 

® The form provides notification to the submitter that if the Corporate 
Review Team decides that the information is not reportable under TSCA 
§B(e), then the submitter is advised that the law guarantees the submitter 
the right to report the information directly to EPA without risk of discharge 
or discrimination concerning the terms, conditions, or privileges of 
employment. 
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Summary 

• DuPont has established a system for reporting potential TSCA 
B(e) s-ubstantial risk information. 

e An employee who reports potential substantial risk information 
in a timely manner through the Corporate TSCA §B(e) Review 
Proc~ss is relieved of personal liability for failure to report that 
information to EPA. 

e You will be notified of the reporting decision made by the 
Corpora~e TSCA B(e) Review Team. If it is decided that the 
information is not reportable, you will be advised that the law 
guarantees you the right to report the information yourself 
directly to EPA without risk of discharge or discrimination 
concerning the term~, conditions, or privileges of employment .. 

e If in doubt about whether or not the information should be 
submitted for internal review by the Corporate TSCA 8(e) Review 
Team, then submit the information.. It is better to over-report 
than ·to not report. 
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